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^ WUJTT, 3IcF]<3T 17, 2000/OTfccR 25, 1922 

NEW DELHI, TUESDAY, OCTOBER 17, 2000/ASVINA 25,1922 


WRWI 3&T 4Rrr R>r4IU| qjldU 
( RllcbrWI lostfcTOR '^uil^sfrf^lFT) 

arfinj^Ri 

17 31^7, 2000 

w. RR ft- 787( 3T ).— 3 Mr 3]R TOW TTTOfi TRRR, 1945 3^ wflRR RR^ % f m R>PdHq 

fwrt RR RT^R afafa sfa; m WTlft ^fafRRR, 1940(1940 rr 23) Rft rrt 33-^ 
a^n^FlR RRR % W1R, 3RITWT, RET 2, W5 3, 3RTR^(i) cTRte 16 Tft, 2000 TTT.RR.fR 
461(3]) £RT WR>lP*ld fR5RT T T^TT RT Iwi 3E 3 3TT?flR ^?TTR "RFt ER $ fEE% 3TRl 

RRlfEcT R?t FETEET eft 3fa Rf TJEET <ft ui eft % 3E ER^E £ fcRT^ 3]^RJER? ^ ejcjR ERE 

THRR Eft EfEET ^FIET Eft ERE!®] ER[ R) ^Tcft t, ftE#RT f^T Eft 3TEfR Eft RTRlf^T % 4*4 lt\ 

fEERfRiET^TTRET; 

atREEEE444 16^, 2000 Eft EEET Eft EREl^T ERT E^ eft; 

3fR %^E E<4iR % ERE ERRR R? EEET ?ft EM 3TT«ftRt afft (^14) RT Prek ER PciRI t; 

3RT:, 3TE%^ETRER? W3Tf*rfEEHEftERT33-E£RTERE ¥lRd4l ER ERIE ER?1 §R , 
3TTR#R, % RETEt 3tfRfR EREffaft RRWRiR *ft£ ^ W# RR% % RRETR 3^1 % EETEE 

ETElft fEER, 1945 4 RERSRT PhhPetPRcI afR ^EE ERcft I; 3RftE:-- 

1. (1) ^E fEERt EE EpRET ETR 3ftRfE 3fR RRT4E ETRlft (353 RTYTt^FT ) pTER, 2000 f | 

(2) ^ TRRR 4 ITRiRR R?) Wlfte ^ 5ffR #t I 


2810 GI/2000 


(1) 
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2. artafa sfa jrpft wrot Pm 1945 4 rft 17 % 3rjPt Pm 161 % 

PfHPciPsId w WIT, 3Rita •'— 


161^. 3TFj4PteF (P?RT# fesfdtt) 3lfT ?pdt % McT 

3tlT ^3T WIT % BWlt -4 WZ (1) PdR ^?I 3 % ^TT^t pRlfa fodT 

' 5 TRT ^ dfldi) P^pT fctf^l^ ■ 3 pfcfT 3 lt ^ % frir* <JR 3 fl$pT % 3 mT 37 mil dT 




^T^TfMrT^T#Tt, 3#?^:-- 


0f>) 3TT^, 3tR TJdTdt 3M*T (1^1 3M fap9RT faPdfPpTRi) °R dTd; 

09) fdPm'ldl ^T dlM, Mdf sttf <H^iPd ^fsMidi, ■SRfPr ail^Pf dd idPlHl'd P+4T M4| 

(tj) t^3M^T^ftewri^; 

(q) faPmW ?tt^)tw, ‘ ‘fa*rc> ^ r4)tt ^ xft ^ ’ 

C?) ^Idlddi eTRT 3^f^|?f ^ dT ^tJdcf,; 

(*0 PWlrT % fpRr : 

^ ^T 3TT^, f&g SlR ?JdTdt I^T 3RRfT ftfe Wd 3T^f| % 3Rpd 
d# ^ dT 3T^J€ft- ^ (I) *R M^dl IRTTt^T 3#5ff^ % #ERT PT fdpRprlT dd dTR afR RcTT 

152 if dfcrlRsId 

3d^TllMH ftifdct 1 |<l gKi qv^| 3^HlP^d dfe *Paqi<*> FtdT I 

(2) J:ml6l %^wr^r afaPr <r rtfx d# #1, ^ dqm % f^ #r#f^ 

^4^141 % ^pi -EFT nP<q4d ami fadT HP<q4d % rldR dd% ^llcft Is <R?J atpsfpl 
PhmPoiP^cI PdP;if4i4i dd dldcddfdTdT T dW T TT; 3#c^:- 

OfO 3Ti^dKi ! r^TdFr3tR"d?n; 

09) did 3pfapT dTfT ddtd % Pdd, eft “ftmTdTdf JRftdftifPnT ’ I 


[R. %-11021/6/98-^tdflRl(vf|.f^ -q.)] 
tRd -xm, rPr* 


RK fhm :— ^ Pm dkd)Kl ~<MH3 "4 dkly 21.12.1945 dft 3 #rjertr. ^28-10/45- 
T^l) % IRT Jld)iPfici fell dll % dfa 3dfrn rfRte 26.04.2000% RT.dd.fd.352(3T) % 

gKl P+ipi dpi I 1.5.1979 d4> 4W 'H^hPiRT 34qpj 3pR -Hih 41 fd'MHld^ll, 1945, fdl^l 

% PfcfR ^ W\ TOd (TRRSd fWT) % 5TOR 4 3^4 zfc 5Rfmd RIR# 3 tMw1, 
1940 (4t TIR XRT-61) % RRTRM 3irfc[: t \ 
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MINISTRY OF HEALTH AND FAMILY WELFARE 
(Department of Indian Systems of Medicine and Homoeopathy) 

NOTIFICATION 

New Delhi, the 17th October, 2000 

G. S. R. 787(E) — Whereas a draft of certain rules further to amend the Drugs and Cosmetics 

Rules, 1945 was published as required by section 33-N of the Drugs and Cosmetics Act, 1940 

(23 of 1940), in the Gazette of India Extraordinary Part - II, Section 3, Sub-section (i), dated the 

16 th May, 2000, vide No. GSR 461 (E) inviting objections and suggestions from persons likely to 

be affected thereby and notice was given th3t the said draft will be taken into consideration after 

the expiry of a period of forty-five days from the date on which copies of the Official Gazette 

containing the notification were made avai;<^,e to the public; 

And Whereas the said Gazette was made available to the public on 16 th May, 2000; 

And Whereas objections and suggestions from the public on the said draft have been 

considered by the Central Government; 

Now, therefore, in exercise of the powers conferred by section 33-N of the said Act the 
Central Government after consultation with the Ayurved, Siddha and Unani Drugs Technical 
Advisory Board hereby makes the following further amendments in the Drugs and Cosmetics 
Rules, 1945, namely:-. 

1. (1) These rules may be called the Drugs and Cosmetics (353 Amendment) Rules, 2000. 

(2) They shall come into force on the date of their publication in the Official Gazette. 

2. In the Drugs and Cosmetics Rules, 1945, in Part XVII, after rules 161; the following shall 

be inserted, namely:- 

‘161 A. Exemption in labeling and packing provisions for export of Ayurvedic (including 
Siddha) and Unani drugs - (i) Label and packages or containers of Ayurvedic, Siddha and 
Unani drugs for export may be adapted to meet the specific requirements of the law of the 
country to which the said drug is to be exported, but the following particulars shall appear in 
conspicuous position on the container in which drug is packed and on every other covering in 
which that container is packed; namely: 

(a) name of the Ayurvedic, Siddha and Un^ni drug (Single or compound formulations); 
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(b) the name, address of the manufacturer and the number of licence under which the drug 
has been manufactured; 

(c) batch or lot number; 

(d) date of manufacture, along with date for “Best for use before;’ 

(e) oiain ingredients, if required by the importing country; 

(t) Fort Export: 

Provided that wnere Ayurvedic, Siddha and Unani Single or compound drug not 
classified under the First Schedule or Schedule E-(l), is required by the consignee to 
be ncrt labelled with the name and address of the manufacturer, the labels on packages 
or containers shall bear a code number as approved by Licensing Authority 
mentioned in Rule-152. 

(2) The provisions of rule 161 shall not apply to a medicine made up “ready for treatment’ 
whether after, or without alteration, which is supplied on the prescription of a registered 
medical practitioner if the medicine is labelled with the following particulars; namely:- 


(a) the name and address of the suppliers; 

(b) the words “For External Use Only,” if the medicine is for external application. 


[No. K-l 1021/6/98-DCC (ISM)] 
L. PRASAD, Jt. Secy. 

Foot Note:— The principal rules were published in the Official Gazette vide Notification No. F-28- 
10/45-H(1), dated 21.12.1945 and last amended vide GSR 352 (E), dated 26.4.2000. The Drugs 
and Cosmetics Rules, 1945 as amended upto 1-5-1979 is contained in the publication of the 
Ministry of Health and Family Welfare (Department of Health) containing the Druqs and 
Cosmetics Act 1940 (PDGHS-61) 
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